AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

Food and Drug Administration, HHS

(c) References in this part to regula-
tions in the Code of Federal Regula-
tions are to chapter I of title 21, unless
otherwise noted.

[60 FR 7493, Feb. 22, 1985, as amended at 57
FR 17981, Apr. 28, 1992; 64 FR 401, Jan. 5, 1999]

§314.2 Purpose.

The purpose of this part is to estab-
lish an efficient and thorough drug re-
view process in order to: (a) Facilitate
the approval of drugs shown to be safe
and effective; and (b) ensure the dis-
approval of drugs not shown to be safe
and effective. These regulations are
also intended to establish an effective
system for FDA’s surveillance of mar-
keted drugs. These regulations shall be
construed in light of these objectives.

§314.3 Definitions.

(a) The definitions and interpreta-
tions contained in section 201 of the act
apply to those terms when used in this
part.

(b) The following definitions of terms
apply to this part:

Abbreviated application means the ap-
plication described under §314.94, in-
cluding all amendments and supple-
ments to the application. ‘‘Abbreviated
application” applies to both an abbre-
viated new drug application and an ab-
breviated antibiotic application.

Act means the Federal Food, Drug,
and Cosmetic Act (sections 201-901 (21
U.S.C. 301-392)).

Applicant means any person who sub-
mits an application or abbreviated ap-
plication or an amendment or supple-
ment to them under this part to obtain
FDA approval of a new drug or an anti-
biotic drug and any person who owns
an approved application or abbreviated
application.

Application means the application de-
scribed under §314.50, including all
amendements and supplements to the

application.
505(b)(2) Application means an appli-
cation submitted under section

505(b)(1) of the act for a drug for which
the investigations described in section
505(b)(1)(A) of the act and relied upon
by the applicant for approval of the ap-
plication were not conducted by or for
the applicant and for which the appli-
cant has not obtained a right of ref-
erence or use from the person by or for
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whom the investigations were con-
ducted.

Approval letter means a written com-
munication to an applicant from FDA
approving an application or an abbre-
viated application.

Assess the effects of the change means
to evaluate the effects of a manufac-
turing change on the identity,
strength, quality, purity, and potency
of a drug product as these factors may
relate to the safety or effectiveness of
the drug product.

Authorized generic drug means a listed
drug, as defined in this section, that
has been approved under section 505(c)
of the act and is marketed, sold, or dis-
tributed directly or indirectly to retail
class of trade with labeling, packaging
(other than repackaging as the listed
drug in blister packs, unit doses, or
similar packaging for use in institu-
tions), product code, labeler code, trade
name, or trademark that differs from
that of the listed drug.

Class 1 resubmission means the resub-
mission of an application or efficacy
supplement, following receipt of a com-
plete response letter, that contains one
or more of the following: Final printed
labeling, draft labeling, certain safety
updates, stability updates to support
provisional or final dating periods,
commitments to perform post-
marketing studies (including proposals
for such studies), assay validation
data, final release testing on the last
lots used to support approval, minor
reanalyses of previously submitted
data, and other comparatively minor
information.

Class 2 resubmission means the resub-
mission of an application or efficacy
supplement, following receipt of a com-
plete response letter, that includes any
item not specified in the definition of
““Class 1 resubmission,” including any
item that would require presentation
to an advisory committee.

Complete response letter means a writ-
ten communication to an applicant
from FDA usually describing all of the
deficiencies that the agency has identi-
fied in an application or abbreviated
application that must be satisfactorily
addressed before it can be approved.

Drug product means a finished dosage
form, for example, tablet, capsule, or
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